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GLOSSARY FOR THE PURPOSES OF THE EVALUATION  

Term Definition 

Food supplements 

Concentrated sources of nutrients or other substances with a 

nutritional or physiological effect, whose purpose is to 

supplement the normal diet. 

Front-of-pack (FoP) nutrition 

labelling schemes, including 

pictorial/symbolic nutrition 

claims 

A label that reports nutrition information on the food product in 

the principal field of vision. 

Figure 1: Examples of voluntary front-of-pack (FoP) 

nutrition labelling schemes, including pictorial/symbolic 

nutrition claims.  

 

 

 

 

Health claim 

A health claim is any claim that states, suggests or implies a 

relationship between a food or its constituent and health, usually 

appearing on the front of the pack. The European Commission 

authorises different health claims provided they are based on 

scientific evidence and can be easily understood by consumers. 

Health claims are provided in text, e.g. óVitamin D contributes to 

the maintenance of normal bonesô 

Herbal medicinal products 

Medicinal products exclusively containing herbal substances 

and/or herbal preparations as active ingredients (alone or in 

combination). 



 

 
 

Negative list of plants 
List of plants not permitted for use in foods, including food 

supplements. 

Nutrient Profiles 

In the context of the Claims Regulation, nutrient profiles are 

thresholds of nutrients such as fat, saturated fat, salt and sugars 

above which nutrition claims are restricted and health claims are 

prohibited, thus preventing a positive health message on food 

high in these nutrients. 

Nutrients 

Protein, carbohydrate, fat, fibre, sodium, as well as certain 

vitamins and minerals, and substances which belong to or are 

components of one of those categories. 

Nutrition claim 

Any claim which states, suggests or implies that a food has 

particular beneficial nutritional properties due to the: 

¶ energy (calorific value) it (a) provides, (b) provides at a 

reduced or increased rate or, (c) does not provide, e.g. 

ólow energyô; or 

¶ nutrients or other substances it (a) contains, (b) contains in 

reduced or increased proportions or, (c) does not contain, 

e.g. óreduced sugarô, óhigh fibreô.  

This can be provided in text (example above) or in the form of a 

logo. 

 

  



 

 
 

Nutrition declaration 

Detailed nutrient content indicated at the back of a productôs pack 

in the form of a table, or if space does not allow, in linear format. 

This is a compulsory requirement: it should contain information 

stating energy value and the following nutrients: fat (of which: 

saturates), carbohydrate (of which: sugars), protein, and salt). It 

may (but not required to) also state other nutrients, e.g. fibre, 

vitamins and/or minerals which are present in significant 

amounts. 

In addition, the energy value; or the energy value together with 

the amounts of fat, saturates, sugars, and salt may be repeated on 

the front of a product's pack. 

Figure 2: Nutrition declaration (compulsory; back of pack) 

 

Other substance 

In line with Regulation (EC) No 1925/2006 óother substanceô 

means a substance other than a vitamin or a mineral that has a 

nutritional or physiological effect. 

Plants and their preparations 

/ Botanicals 

There is no official definition of botanical in EU food legislation.  

For the purposes of this report botanicals should be understood as 

plants and their preparations. 

Plants and/or their preparation in this report refer to ingredients of 

plant origin which would not normally be expected to be 

consumed in significant quantities in a balanced and varied diet 

(e.g. fruits and their juices, vegetables, cereals, flour, bread, rice, 

pasta and fibres derived from the, nuts, olives and oils, etc.). An 

exception is made for those substances that are subject to 

assessment by the European Medicines Agency's Committee on 

Herbal Medicinal Products. 

Examples of plants and their preparations falling under the scope 

of this evaluation include: Camellia sinensis, Ginkgo biloba, 

Echinacea pallidae etc., which may be used in the form of food 

supplements, teas, infusions and other foods. 



 

 
 

Positive list of plants 
List of plants permitted for use in foods, including food 

supplements. 

Traditional herbal medicinal 

products (THMPs) 

THMPs are herbal medicinal products which are proved not to be 

harmful in the specified conditions of use and whose 

pharmacological effects or efficacy are plausible on the basis of 

long-standing use and experience (traditional use). 

Traditional use of plants and 

their preparations 

Evidence collected on the basis of experience gained over time 

with the actual consumption of the plants and preparations.  

Under the medicinal law (Directive 2001/83/EC) ñtraditional useò 

refers to medicinal use throughout a period of at least 30 years 

preceding the date of the application, including at least 15 years 

within the EU. In food area, traditional use is considered as a 

proof of safety in the Novel Food Regulation, but it is not 

considered as a proof of efficacy under Regulation (EC) No 

1924/2006 on nutrition and health claims made on foods 
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1. INTRODUCTION  

 Purpose of the evaluation 1.1.

Food we eat can affect our health in different ways, particularly by influencing the risk of 

developing any of non-communicable diseases, such as cancer, cardiovascular disease and 

obesity. Nutrition is one of the key elements in reaching the sustainable development goals in 

health and the World Health Organizationôs disease prevention targets, on both of which Member 

States have subscribed to. Nutrition and health claims can play a role in dietary choices, and thus 

they could indirectly influence public health.  

The Nutrition and Health claims Regulation (óClaims Regulationô)
1
 was adopted in 2006 to 

ensure truthful information to consumers and the facilitation of the free movement of foods 

bearing claims. It harmonises the use of claims in the labelling, presentation and advertising of 

foods. It ensures that all claims in the EU are clear, accurate and based on scientific evidence. A 

claim is a voluntary message
2
 which states, suggests or implies that a food has particular 

characteristics. In particular, nutrition claims are statements like 'low fat', 'high fibre', while 

health claims make the link between a food constituent and health, like 'Vitamin D contributes to 

the maintenance of normal bones'. In December 2012, Commission Regulation (EU) 

No 432/2012 establishing the list of permitted health claims
3
 came into application, marking the 

end of the transitional period for non-authorised claims. 

In its Better Regulation Communication of 19 May 2015
4
, the Commission announced its 

intention to carry out an evaluation of the Claims Regulation. This evaluation considers nutrient 

profiles and health claims made on plants and their preparations, as well as the more general 

regulatory framework for the use of such substances in foods since it has been closely linked to 

the use of health claims.  

For the purpose of this document, plants and/or their preparation refer to ingredients of plant 

origin which would not normally be expected to be consumed in significant quantities in a 

balanced and varied diet (e.g. fruits and their juices, vegetables, cereals, flour, bread, rice, pasta 

and fibres derived from them, nuts, olives and oils, etc.). An exception is made for those 

substances that are subject to assessment by the European Medicines Agency's Committee on 

Herbal Medicinal Products. Examples of plants and their preparations falling under the scope of 

this evaluation include: Camellia sinensis, Ginkgo biloba, Echinacea pallidae etc., which may be 

used in the form of food supplements, teas, infusions and other foods. 

This evaluation aims at assessing the impacts of two major issues in the context of the 

Regulation: 

a) nutrient profiles are still not established at EU level, although Article 4 of the Claims 

Regulation envisaged their adoption by 19 January 2009; 

                                                 
1
  Regulation (EC) No 1924/2006 of the European Parliament and of the Council of 20 December 2006 on 

nutrition and health claims made on foods (OJ L 404, 30.12.2006, p.9) 
2
  Also in the form of a picture, graph or symbol. 

3
  Commission Regulation (EU) No 432/2012 of 16 May 2012 establishing a list of permitted health claims made 

on foods, other than those referring to the reduction of disease risk and to childrenôs development and health 

((OJ L 136 25.5.2012, p. 1) 
4
  COM(2015) 215 final. Communication from the Commission to the European Parliament, the Council, the 

European Economic and Social Committee and the Committee of the Regions. Better regulation for better results 

- An EU agenda.  

To be found at: http://ec.europa.eu/smart-regulation/better_regulation/documents/com_2015_215_en.pdf (last 

accessed 13 June 2018). 

http://ec.europa.eu/smart-regulation/better_regulation/documents/com_2015_215_en.pdf
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b) a long list of claims made on plants and their preparations is unregulated since 

14 December 2012, when the list of permitted health claims became applicable.  

In particular, this evaluation assesses whether the Claims Regulation to date has achieved, at 

minimum burden, its overall objectives to ensure a high level of consumer protection and the 

facilitation of the free movement of foods bearing claims, despite the non-implementation issues 

mentioned above. On the one hand, the evaluation analyses whether nutrient profiles are still fit 

for their purpose, warranted and adequate to ensure the objectives of the Claims Regulation. 

Nutrient profiles are thresholds of nutrients such as fat, salt and sugars above which nutrition and 

health claims are restricted, thus preventing a positive health message on food high in these 

nutrients. On the other hand, the evaluation examines: i) whether the current non-implemented 

rules concerning the authorisation of health claims on plants and their preparations used in foods 

are adequate, and ii) how the use of such claims interacts with the current applicable food 

regulatory framework on plants and their preparations. In line with the Better Regulation 

Guidelines
5
, the evaluation considers the impact of the Claims Regulation with regard to its 

effectiveness, efficiency, relevance, coherence and EU added value. 

The results of this evaluation will be used to inform the Commissionôs reflection on this topic. 

This Staff Working Document draws on the study and its findings prepared by the external 

contractor, it expresses the view of the Commission services and does not commit the European 

Commission. Only the Court of Justice of the European Union is competent to authoritatively 

interpret Union law. 

 Scope of the evaluation  1.2.

This evaluation covers the 27 EU Member States and the United Kingdom, since during the 

period covered by the evaluation (2005-2018) the United Kingdom was still a Member of the 

European Union
6
. It should be noted that when the Staff Working Document refers to EU 

Member States in the presentation of the results, these results also include the United Kingdom. 

The evaluation focuses on the following aspects: 

(a) Nutrient profiles (Article 4 of the Claims Regulation);  

(b) Health claims made on plants and their preparations (health claims submitted pursuant to 

Article 13 of the Claims Regulation);  

(c) The interaction of the use of health claims on plants and their preparations with the 

current applicable food safety regulatory framework on plants and their preparations, 

including other regulatory aspects, such as the possible need for safety requirements for 

the use of plants and their preparations in food. 

The other aspects of the Claims Regulation, besides those mentioned above, are excluded from 

the scope of the evaluation. The reason is that an evaluation of the Claims Regulation in its 

entirety would not prove fruitful at this stage given that the list of authorised health claims came 

into application on 14 December 2012, while, most importantly, two important elements of the 

Regulation still remain non-implemented. 

Temporal scope 

This evaluation covers the period from 2005 until the end of 2015. The years 2005-2006 are 

included in order to enable a comparison of the situation before the adoption of the Claims 

                                                 
5
  European Commission, Better Regulation Guidelines. To be found:  

https://ec.europa.eu/info/sites/info/files/better-regulation-guidelines.pdf  
6
  The United Kingdom withdrew from the European Union and became a third country as of 1 February 2020. 

https://ec.europa.eu/info/sites/info/files/better-regulation-guidelines.pdf
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Regulation (the 'baseline') to the situation following its implementation. Special attention is given 

to the way the EU market evolved after the application of the Claims Regulation on 1 July 2007, 

and after 14 December 2012, when implementing Commission Regulation (EU) No 432/2012 

establishing the list of permitted health claims
7
 came into application, marking the end of the 

transitional period for non-authorised claims. In the light of recent developments, this staff 

working document also includes the years 2015 to 2018 for the assessment of some evaluation 

criteria. 

                                                 
7
  Commission Regulation (EU) No 432/2012 of 16 May 2012 establishing a list of permitted health claims made 

on foods, other than those referring to the reduction of disease risk and to childrenôs development and health 

((OJ L 136 25.5.2012, p. 1) 
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2. BACKGROUND : DESCRIPTION OF THE I NTERVENTION AND ITS OBJECTIVE S 

 The Nutrition and Health Claims Regulation 2.1.

The Claims Regulation harmonises the provisions laid down by law, regulation or administrative 

action in Member States which relate to nutrition and health claims in order to ensure the 

effective functioning of the internal market whilst providing a high level of consumer protection. 

The Claims Regulation applies to nutrition and health claims made in commercial 

communications, whether in the labelling, presentation or advertising of foods to be delivered as 

such to the final consumer. The Claims Regulation also applies to health claims made on plants 

and their preparations used in foods. 

The intervention logic of the Claims Regulation describing the rationale on the nutrient profiles 

and on health claims, including health claims on plants and their preparations, is presented in 

Figure 3 and described below. 

Before the introduction of the Claims Regulation, nutrition and health claims on foods were 

proliferating in terms of the number and type of claims appearing on the labels amid a non-

harmonised regulatory framework
8
. Specific legislation was introduced only in some Member 

States to regulate the use of claims (ranging from the complete ban of health claims to the 

complete absence of legislation). This resulted in different approaches at Member Statesô level 

and into numerous discrepancies: both regarding the definition of the allowed terms and of the 

conditions under which claims could be used. On a consultation carried out by the European 

Commission prior to the adoption of the Claims Regulation, the feedback received from 

stakeholders representing non-business interests
9
 indicated that nutrition and health claims were 

proliferating across the EU, due inter alia to the lack of a specific regulatory framework to 

control the market of foods with claims.  

The decision to regulate the use of health and nutrition claims at EU level was linked with the 

concern that these discrepancies could lead to an uneven level of consumer and public health 

protection across the EU. That situation created also a series of obstacles to the free movement of 

foods across EU countries and unequal conditions of competition, thus having a direct impact on 

the proper functioning of the internal market.  

The absence of established scientific criteria for making nutrition and health claims on foods led 

to a situation where consumers did not have access to truthful nutritional information and could 

be misled by ófalseô claims. Indeed, consumers might perceive foods with claims as having a 

nutritional, physiological or other health advantage over other products without claims. 

Moreover, claims might encourage consumers to make food choices that directly influence their 

total intake of individual nutrients or other substances. The absence of defined principles and 

conditions for the use of the claims could also lead to a situation where claims were made on 

foods that had a high content of fat, sugar and salt and, therefore, mask the overall nutritional 

status of the food. At the same time, certain food business operators invested in research and 

development to substantiate the nutrition and health claims they made on their foods, while others 

                                                 
8
  Discussion Paper on nutrition claims and functional claims, Prepared by Directorate General Health and 

Consumer Protection (SANCO D4), European Commission. SANCO /1341/2001. To be found at: 

https://ec.europa.eu/food/sites/food/files/safety/docs/labelling_nutrition-claims-claims_discussion_paper_en.pdf 

(last accessed 13 June 2018). 
9
  Consumer groups that have commented to the Discussion Paper of the Commission. E.g. Feedback from the 

European Consumers' Organisation (BEUC), the UK National Consumer Council, the Association of European 

Consumers (AEC), ALTROCONSUMO (IT) etc. To be found at:  

https://ec.europa.eu/food/safety/labelling_nutrition/claims/consumer_groups_en (last accessed 21 June 2018). 

https://ec.europa.eu/food/sites/food/files/safety/docs/labelling_nutrition-claims-claims_discussion_paper_en.pdf
https://ec.europa.eu/food/safety/labelling_nutrition/claims/consumer_groups_en
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simply used claims as a marketing tool without ensuring that their claims were scientifically true. 

This led to an unfair competition amongst food business operators. 

The adoption of legislation at EU level was, therefore, considered necessary to address the above-

mentioned problems. In particular, the Claims Regulation was introduced to achieve the 

following general objectives: 

¶ high level of consumer protection by providing common conditions for voluntary 

information, beyond the mandatory information envisaged by EU legislation, and ensure that 

nutrition and health claims are not misleading for consumers; 

¶ improving the free movement of foods bearing nutrition and health claims within the 

internal market; 

¶ increasing legal certainty for economic operators;  

¶ ensuring fair competition  for food business operators within the internal market; 

¶ promoting and protecting innovation in the area of foods. 

To achieve these objectives the Claims Regulation introduced the definition of nutrition and 

health claims, lists of permitted nutrition and health claims valid across the EU and a claim 

authorisation process managed at EU level. More specifically, the Claims Regulation stipulates 

that nutrition and health claims made on food must be based on and substantiated by generally 

accepted scientific evidence and that health claims should only be authorised for use in the EU 

after a thorough scientific assessment by an independent scientific body, the European Food 

Safety Authority (EFSA). The objective of high level of consumer protection was, therefore, 

embedded in the principle that health claims may only be used under strict conditions, following 

an independent scientific assessment of the 'highest possible standard' and subsequent EU 

authorisation through a well-defined authorisation procedure. This would ensure that only reliable 

information, guaranteed by the scientific justification of nutrition and health claims, is 

communicated to consumers. Thus, consumersô trust in nutrition and health claims was expected 

to increase.  

The conditions introduced by the Claims Regulation apply to all claims irrespectively to the 

substance or food on which they are made, such as vitamins, minerals or plants and their 

preparations. It was, therefore, expected that foods containing plants and their preparations would 

bear health claims that are scientifically justified and approved by EFSA
10

. At the same time, the 

establishment of a list of permitted health claims at EU level was expected to harmonise the use 

of plants substances and their preparations in the internal market. 

The Claims Regulation sets general principles and conditions for the use of nutrition and health 

claims. These conditions include the restriction of claims on alcoholic beverages and the 

establishment of nutrient profiles by the Commission, after consulting EFSA. In the context of 

the Claims Regulation, nutrient profiles are thresholds of nutrients such as fat, salt and sugars in 

foods, above which nutrition claims would be limited and health claims prohibited, thus 

preventing a positive health message on foods high in these nutrients. As such, nutrient profiles 

would not appear on labels and would not be communicated to consumers. The introduction of 

nutrient profiles had the specific objective of avoiding a situation where nutrition or health claims 

                                                 
10

  See Article 6(1) of the Claims Regulation. 
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would mask the overall nutritional status of a food product
11

, which could mislead consumers 

when trying to make healthy choices in the context of a balanced diet.  

Nutrient profiles have to be based on generally accepted scientific data relative to the relationship 

between diet and health. They should also, according to the Claims Regulation, take into account 

other considerations such as the need to allow for product innovation, the variability of dietary 

habits and culinary traditions. Therefore, the setting of nutrient profiles was meant to promote 

manufacturing and labelling practices that are supportive of public health.  

In relation to consumers, the expected direct outcome of introducing nutrient profiles would be to 

restrict the use of claims on products which have a high content of such nutrients and to only 

allow claims on products that have, from a public health point of view, a scientifically acceptable 

nutrient profile. The expected impact would be to remove the risk/potential for consumers to be 

misled about the nutritional status of foods bearing claims, thus enabling consumers to make 

healthy food choices in the context of a balanced diet. The promotion of healthier dietary choices 

would also ensure better alignment with the broader nutritional advice provided by public health 

authorities. 

In relation to food business operators, the expected direct outcome was that operators would 

a) either remove the claim on foods not complying with the criteria defining the nutrient profiles; 

or b) reformulate their products to reduce the fat, sugar and/or salt content, in order to maintain 

the claim (to the extent that reformulation is feasible).  

The overall implementation of the Claims Regulation was expected to result in a common 

authorisation procedure for all claims and for all food business operators across the EU. With the 

introduction of the described harmonised legal framework, it was expected that operators in the 

internal market would face the same conditions for the use of claims on foods, thus ensuring a 

level playing field for all food business operators, with regards to the free circulation of food 

products, legal certainty, competition, and promotion of innovation. 

Given the positive image conferred on foods bearing nutrition and/or health claims, the Claims 

Regulation stipulated that the nutrition declaration should become mandatory for all foods 

bearing nutrition and health claims. Although prior to the Claims Regulation nutrition labelling 

was compulsory for nutrition claims, this requirement was extended to products bearing a health 

claim, for which it became compulsory to provide a full nutrition declaration (for energy + seven 

nutrients
12

) since July 2007. The aim of this provision was to ensure that all information 

regarding the nutritional profile of a product was given to the consumer. 

Interplay of the Claims Regulation with other food legislation 

The interplay between the Claims Regulation and other legislation is summarised in Appendix 1 

to this Staff Working Document. The Claims Regulation applies to nutrition and health claims 

made on foods. Nevertheless, food business operators, alongside with the rules comprising the 

use of claims, must also comply with the rules applicable to the food or food ingredient bearing 

the claim. Such rules include the Regulation on the principles of General Food Law
13

, the rules 

                                                 
11

  Food product which may have a high content of fat, salt or sugar; nutrients that should be consumed moderately 

according to scientific evidence. 
12

  The amounts of protein, carbohydrate, sugars, fat, saturates, fibre and sodium, as provided in Directive 

1990/496/EEC (OJ L 276, 06/10/1990, p. 40). 
13

  Regulation (EC) No 178/2002 of the European Parliament and of the Council of 28 January 2002 laying down 

the general principles and requirements of food law, establishing the European Food Safety Authority and laying 

down procedures in matters of food safety (OJ L 31, 1.2.2002, p. 1). 
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concerning the information provided to consumers
14

, or more specific legislation such as 

legislation concerning food supplements
15

 or food fortification
16

. Therefore, the interplay 

between the Claims Regulation and other food legislation indirectly has an influence on 

achieving the objectives of the Claims Regulation. At the same time, external factors play a role 

in the final impacts of the Claims Regulation. The main external factors are ïon the supply sideï 

the extent to which food business operators reformulate food products to improve the nutritional 

composition, and ïon the demand sideï the way consumers are influenced by claims in their 

dietary choices. 

 

 

                                                 
14

  Regulation (EU) No 1169/2011 of the European Parliament and of the Council of 25 October 2011 on the 

provision of food information to consumers, amending Regulations (EC) No 1924/2006 and (EC) No 1925/2006 

of the European Parliament and of the Council, and repealing Commission Directive 87/250/EEC, Council 

Directive 90/496/EEC, Commission Directive 1999/10/EC, Directive 2000/13/EC of the European Parliament 

and of the Council, Commission Directives 2002/67/EC and 2008/5/EC and Commission Regulation (EC) No 

608/2004 (OJ L 304, 22.11.2011, p. 18). 
15

  Directive 2002/46/EC of the European Parliament and of the Council of 10 June 2002 on the approximation of 

the laws of the Member States relating to food supplements (OJ L 183, 12.7.2002, p. 51). 
16

  Regulation (EC) No 1925/2006 of the European Parliament and of the Council of 20 December 2006 on the 

addition of vitamins and minerals and of certain other substances to foods (OJ L 404, 30.12.2006, p. 26). 
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Figure 3: Intervention logic for the health and nutrition claims 
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 Regulatory framework on plants and their preparations 2.2.

The regulatory framework on plants and their preparations in foods 

As regards the use of plants and their preparations in foods, the regulatory framework described 

below shall be considered as the intervention basis for the purpose of this evaluation. 

The use of plants and their preparations in foods is not harmonised by means of specific 

legislation at EU level. These food products are covered by various EU general legislative texts 

applicable to all foods, such as Regulation (EC) No 178/2002 on the general principles of food 

law, Regulation (EU) No 1169/2011 on the provision of food information to consumers (FIC), 

and Regulation (EC) No 1924/2006 on nutrition and health claims made on food. Furthermore, 

they are also covered by other EU legislation applicable to certain categories of foods, such as 

Directive 2002/46/EC on the approximation of the laws of the Member States related to food 

supplements, and Regulation (EC) No 1925/2006 on the addition of vitamins and minerals and of 

certain other substances to foods. 

The use of plant substances in the manufacture of food and of food supplements continues to be 

subject to the rules in force in national legislation, where relevant. National rules apply within the 

framework of Articles 30 to 36 of the Treaty on the Functioning of the European Union (TFEU) 

on the free movement of goods, without prejudice to any Union provisions of general application 

which may also concern them. 

The main pieces of EU legislation pertaining to the use of plants and their preparations in foods, 

their objectives and corresponding actions are presented in Figure 4. 

Figure 4: Regulatory framework for plants and their preparations used in foods 
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The objectives concerning the use of plants and their preparations in foods according to the 

general regulatory framework are the following: 

¶ To ensure that food containing plants and their preparations that is placed on the market is 

safe; 

The safety of food placed on the EU market is ensured by the Regulation (EC) No 178/2002 

(General Food Law) by establishing a general safety obligation and a general requirement of 

verification of compliance with this safety obligation (for all actors in the food chain), and 

furthermore, specific requirements providing for the withdrawal and recall of unsafe food and 

restricting the export of unsafe food.  

In addition, Article 8 of the Regulation (EC) No 1925/2006 (fortified foods) establishes a 

procedure to be used in case of potential risks to human health from the addition of a substance 

other than a vitamin or mineral to foods or food supplements, e.g. plants and their preparations. 

Following an assessment by EFSA of the available information on the substance, the use of the 

substance in foods may be prohibited, restricted or placed under EU scrutiny. This procedure was 

introduced to allow the regulation at EU level of substances already on the EU market and for 

which potential safety concerns have been raised. It was considered that the procedure of 

Article 8 would allow a level of harmonisation for plants and their preparations in food over time, 

as it would make it possible to draw up a list of substances whose use in foods is: 1) prohibited, 

or 2) permitted under specific conditions of use, or 3) placed under Union scrutiny for a given 

period where there are safety concerns but the available scientific information is insufficient. Any 

decision to place a substance in one of these three categories has to be taken on the basis of the 

results of an assessment of the available scientific information, having regard only to the safety of 

the substances concerned in food. 

The procedure described above constitutes, on first examination, a safety net as regards health 

protection and could allow, with a precautionary approach, harmonisation of the possibilities or 

conditions of use of a certain number of substances. The Commission considered that this type of 

procedure is particularly well suited to plants and plant extracts, for which sufficient and 

appropriate scientific data are not always available, and for which the safety assessment 

methodology was still being developed
17

. 

¶ To ensure the free movement of foods containing plants and their preparations within the 

internal market. 

While all secondary EU legislation applicable to foods containing plants and their preparations 

overall is intended to contribute to this objective, Member States remain competent to adopt 

national legislation on the use of plants and their preparations in foods, including food 

supplements. This shall be done in compliance with the TFEU, notably with Articles 34 and 36 

relating to the free movement of goods. In the field of public health, which constitutes an 

overriding reason in the public interest capable of justifying a hindrance to the free movement of 

products, Member States may determine the degree of protection which they wish to apply as 

well as the way in which that degree of protection is to be achieved. This may lead to differences 

between the Member States as to how such products are regulated and the extent of any 

restrictions to their use. 

                                                 
17

  Report of European Commission to the Council and European Parliament on the use of substances other than 

vitamins and minerals in food supplements, COM(2008) 824 final, 2008. To be found at:  

 https://ec.europa.eu/food/sites/food/files/safety/docs/labelling_nutrition-supplements-comm_2008_0824_en.pdf 

(last accessed 10 May 2019). 

https://ec.europa.eu/food/sites/food/files/safety/docs/labelling_nutrition-supplements-comm_2008_0824_en.pdf
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In the Claims Regulation, the decisive criterion for use of a health claim is that the health effect 

claimed in relation to a nutrient or substance must be assessed at EU level, based on scientific 

evidence. At the time of its adoption, it was thus expected that the legal framework applicable to 

health claims would ultimately constitute, directly or indirectly, an element of harmonisation of 

the substances benefiting from mutual recognition by the Member States, for which these claims 

will be authorised at EU level. Moreover, it was expected that authorisation of health claims 

pursuant to the Claims Regulation would constitute a presumption that the product to which they 

refer falls within the definition of ófoodô laid down in the Regulation on General Food Law, 

thereby reducing the risk of conflicts of classification of the product. However, it has appeared 

that they would not make it possible to completely exclude the risk of conflict of classification in 

cases where the product concerned would be liable to fall within the definition of medicinal 

product due to its composition and its presentation
18

. 

Overall, it was expected that the relevant provisions of food law, either applicable to all foods, or 

to certain categories of food, together with the expected effects of the application of the Claims 

Regulation and of the Regulation on food fortification, would constitute an appropriate 

framework for the use of plants and their preparations in foods to achieve the objectives of safety 

and free movement of foods in the internal market.  

The regulatory framework on plants and their preparations in medicines 

The EU has a long tradition of use of plants. Plants may be used both in foods and in Herbal 

Medicinal Products (HMPs) or Traditional Herbal Medicinal Products (THMPs), yet there are 

conflicting approaches particularly regarding the classification of plants as food or as medicine 

among Member States. EU legislation on pharmaceutical products for human use also applies to 

herbal medicines, including traditional ones. Herbal medicinal products are defined as any 

medicinal product, exclusively containing as active ingredients one or more herbal substances, 

one or more herbal preparations, or a combination of the two. 

The EU legal framework for medicinal products
19

 is based on the principle that medicinal 

products may be placed on the market only following a marketing authorisation. A large body of 

legislation has developed around this principle with the progressive harmonisation of 

requirements implemented across the whole EU. Today, herbal medicinal products are authorised 

by the competent authorities of Member States after an assessment of its quality, safety and 

efficacy to treat a particular condition. 

As regards the herbal medicinal products, there are three ways of bringing an herbal medicinal 

products to the market: 

- Normal marketing authorisation procedure applicable by default to all medicinal products; 

- Well established use marketing authorisation, where in case an applicant can demonstrate 

using bibliographic data that products have been in well-established use in Europe for at 

least 10 years with recognized efficacy and safety; 

                                                 
18

  Court case C-140/07, Hecht-Pharma, Judgment of the Court (First Chamber), 15 January 2009 - (Directive 

2001/83/EC ï Articles 1(2) and 2(2) ï Concept of ómedicinal product by functionô ï Product in respect of which 

it has not been established that it is a medicinal product by function ï Account taken of the content in active 

substances).  
19

  The requirements and procedures for marketing authorisation, as well as the rules for monitoring of authorised 

products, are primarily laid down in Directive 2001/83/EC of the European Parliament and of the Council of 

6 November 2001 on the Community code relating to medicinal products for human use (OJ L 311, 28.11.2001, 

p. 67). 
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- A simplified registration procedure, introduced by Directive 2004/24/EC
20

 (hereafter, the 

traditional herbal medicinal products Directive), which became applicable in October 

2005. The simplified registration procedure clarifies differences and uncertainties in the 

status of traditional herbal medicinal products (THMPs) and facilitates the free movement 

of these products through harmonised rules. This registration procedure is intended for 

herbal medicinal products with a long tradition of medicinal use (so-called 'traditional 

use' that implies at least 30 years of medicinal use, including 15 in the EU), which do not 

fulfil the "well established use" requirements for marketing authorisation, i.e. published 

scientific literature on recognised efficacy and safety. Herbal medicinal products with 

these characteristics can undergo a ñsimplified registration procedureò upon application 

by operators. According to legislation on THMPs, the long tradition of the medicinal 

product makes it possible to reduce the need for clinical trials, to the degree that the 

efficacy of the medicinal product is plausible on the basis of long-standing use and 

experience ("traditional use"). Registered THMPs bear indication of their therapeutic 

effect in a specific way: "Traditional Herbal Medicinal Product used [é] ". Also, they 

must bear the following sentence in the labelling and package leaflet: "The product is a 

traditional herbal medicinal product for use in specified indications exclusively based 

upon long-standing use". 

Any herbal medicinal product remain subject to general provisions applying to all medicines such 

as the need for pre-market (product specific) authorisation or registration, need for an 

authorisation to manufacture (the necessity to comply with the good manufacturing practices and 

requiring a qualified person responsible for the quality), pharmacovigilance, and other application 

requirements for a marketing authorisation.  

Given the particularities of herbal medicinal products, a Committee for Herbal Medicinal 

Products (HMPC) was established at the European Medicines Agency (EMA). The HMPC has 

been tasked with establishing monographs for traditional herbal medicinal products and 

proposing a list of herbal substances which have been in medicinal use for more than 30 years 

and are, therefore, not considered to be harmful under normal conditions of use. On the basis of 

the scientific opinion of the HMPC, a list of herbal substances with the indication, the posology, 

the route of administration and any other information necessary for the safe use of certain 

traditional herbal medicinal products has been established by Commission Decision 

2008/911/EC
21

. Applicants can refer to this list in relation to safety and efficacy when registering 

a traditional herbal medicine. The quality of the specific medicinal product, object of the request 

of registration/authorisation, still needs to be verified prior to approval. 

 

 

                                                 
20

  Directive 2004/24/EC of the European Parliament and of the Council of 31 March 2004 amending, as regards 

traditional herbal medicinal products, Directive 2001/83/EC on the Community code relating to medicinal 

products for human use (OJ L 136, 30.4.2004, p. 85). 
21

  Commission Decision of 21 November 2008, as amended, establishing of a list of herbal substances, 

preparations and combinations thereof for use in traditional herbal medicinal products (notified under document 

number C(2008)6933) (2008/911/EC) (OJ L 328 6.12.2008, p. 42). 



 

13 

3. BASELINE / IMPLEMENTATION / STATE OF PLAY  

This section describes the baseline and current situation concerning nutrient profiles, health 

claims made on foods containing plants and their preparations, as well as the current regulatory 

framework on plants and their preparations. 

 Nutrient Profiles 3.1.

3.1.1. Baseline and points of comparison  

The years prior to the entry into force of the Claims Regulation (i.e. 2005-2006) are considered as 

the baseline situation for this evaluation with regard to nutrient profiles. In assessing the 

evaluation criteria, existing national food schemes based on nutrient profiles are also used as 

points of comparison, where relevant, as they also intend to help consumers to identify the 

healthier option.  

During the baseline period, foods bearing claims were a growing market segment, driven by 

increasing consumer interest in this type of foods
22

. Studies on consumer trends, conducted at the 

time, identified new drivers and needs in industrialised countries, as a result of consumersô busier 

lifestyle, which made it harder to meet nutritional requirements. The increasing consumer interest 

in functional foods
23

 was fuelled by a desire for convenience, as well as health
24

. 

Applicable EU rules on nutrition labelling 

Even before the adoption of the Claims Regulation, the basic provision that claims should not 

mislead the consumer generally applied in the context of the rules on labelling
25

 and nutrition 

labelling
26

. In line with Council Directive 90/496/EEC on nutrition labelling, the inclusion of 

nutrition labelling was mandatory for foods bearing nutrition claims and voluntary for other 

foods
27

. However, according to Member States and stakeholders these general principles were 

open to different interpretations and therefore, not satisfactory for dealing with some specific 

claims.  

Existing national initiatives/ voluntary schemes 

Before the Claims Regulation, there was no EU legal framework on nutrient profiles. 

Nevertheless, the notion of nutrient profiling was already used to a certain extent in few of the 

currently existing voluntary initiatives (having a nutritional objective) before the Claims 

Regulation
28

, and most commonly used in the context of the front-of-pack nutrition labelling 

schemes. 

Front-of-pack (FoP) nutrition labelling schemes aim to help consumers with their food choices by 

                                                 
22

  Discussion Paper on nutrition claims and functional claims, Prepared by Directorate General Health and 

Consumer Protection (SANCO D4), European Commission. SANCO /1341/2001. To be found at: 

https://ec.europa.eu/food/sites/food/files/safety/docs/labelling_nutrition-claims-claims_discussion_paper_en.pdf 

(last accessed 13 June 2018). 
23

  The term ófunctionalô food is often used in literature for foods bearing nutrition and health claims. 
24

  Frewer, L. et al (2003). Consumer acceptance of functional foods: issues for the future. British Food Journal, 

105(10): 714-731. 
25

  Directive 2000/13/EC of the European Parliament and of the Council of 20 March 2000 on the approximation of 

the laws of the Member States relating to the labelling, presentation and advertising of foodstuffs (OJ L 109, 

06/05/2000, p. 29). 
26

  Council Directive 90/496/EEC of 24 September 1990 on nutrition labelling for foodstuffs (OJ L 276, 

06/10/1990, p. 40). 
27

  Council Directive 90/496/EEC laid down rules on the content and presentation of nutrition information on pre-

packed foods. According to these rules, the inclusion of nutrition information was mandatory when a nutrition-

related claim was made concerning the food. 
28

  As they were still at early stages of development at the time of the entry into force of Claims Regulation. 

https://ec.europa.eu/food/sites/food/files/safety/docs/labelling_nutrition-claims-claims_discussion_paper_en.pdf
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providing at-a-glance nutrition information on the front side of the food package. In Sweden the 

Keyhole logo was already in operation, first introduced in 1989
29

; in the Netherlands, the Choices 

logo was first presented as a concerted industry scheme in 2006
30

; and, in the UK formalised 

preparations that eventually led to the UK traffic light label were also under way since 2004
31

. 

Market aspects - Supply trends 

In 2006, the food and drink industry was the single largest manufacturing sector in the EU in 

turnover (876 ú billion), value added (188 ú billion) and employment terms (4.3 million 

employees). It was the second leading manufacturing sector in terms of number of companies in 

the EU (308,000 companies). SMEs made up 99.1% of the food and drink business population; 

these companies generated 48.5% of food and drink turnover and employed 63% of the sectorial 

workforce. Large companies accounted for 0.9% of all food and drink enterprises but they 

provided 51.5% of the turnover, 52.9% of the value added and contributed to 37% of the 

employment.
32

 

The food and drink industry was ï and still is ï a pillar of the EU economy. This sector featured 

in the top three manufacturing activities in terms of sales in several Member States. France, 

Germany, Italy, the UK and Spain were the largest EU food and drink producers in 2007. 

Together, these countries accounted for almost 70% of the total EU turnover in this sector. 

Consumer trends 

Before the adoption of the Claims Regulation (February to April 2005), research on consumersô 

perceptions of food labelling was carried out on behalf of the European consumersô organisation 

(BEUC)
33

 to inform the debate on the proposed Claims Regulation. The survey was conducted in 

five European countries: Germany, Denmark, Spain, Hungary and Poland, and 600 people were 

interviewed in each country
34

. 

                                                 
29

  See external contractor's report, Annex 7.A.I, p. 22. 
30

  See external contractor's report, Annex 7.A.II, p. 36. 
31

  See external contractor's report, Annex 7.A.III, p. 49. 
32

  FoodDrinkEurope, Data & trends of the European Food and Drink Industry (2008). To be found at: 

https://www.fooddrinkeurope.eu/uploads/publications_documents/DataTrends2008.pdf (last 

accessed 21 June 2018). 
33

  European Consumers' Organisation (BEUC) (2005) Report on the Consumers' Perception of Foodstuffs 

Labelling. Results of Consumer Research conducted on behalf of BEUC from February to April 2005. 

BEUC/X/032/2005, 31 August 2005. To be found at: 

https://www.vzbv.de/sites/default/files/mediapics/beuc_foodstuffs_labelling_09_2005.pdf (last accessed 21 June 

2018). 
34

  Although five countries were selected by BEUC in order to reflect a European diversity (Mediterranean, 

Northern and Eastern Europe), this survey should not be considered as representative of the entire EU. 

https://www.fooddrinkeurope.eu/uploads/publications_documents/DataTrends2008.pdf
https://www.vzbv.de/sites/default/files/mediapics/beuc_foodstuffs_labelling_09_2005.pdf
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Figure 5: Do you trust nutritional claims? 

 

Source: European Consumers' Organisation (BEUC) (2005) Report on the Consumers' Perception of 

Foodstuffs Labelling, p.11.  

The survey results show that nutrition claims caught the attention of 59% of interviewees and that 

53% of interviewees trusted nutrition claims, although this share varies considerably between 

countries, ranging from 33% in Denmark to 70% in Germany (Figure 5). The share of 

interviewees who indicated that the claim órich in calciumô would lead them to buy the product 

varied from 23% in Denmark to 59% in Poland (overall share of 47%). According to this 

research, the majority of consumers trusted the claims on the package, mainly because they 

trusted the brand, and believed they understood their meaning. However, many interviewees, who 

said to trust claims, did not have a good knowledge of nutritional concepts and terminology. The 

survey results also indicate that most consumers paid more attention to and claimed to understand 

better the claims made on the front of the pack of a product, particularly the nutrition claims, than 

the basic nutrition tables on the back of the pack, which nearly 40% of surveyed consumers were 

not interested in the way they were presented on food packages at the time. As bottom line of this 

BEUC's report, the results indicated that nutrition claims influenced to a certain extent 

consumers' buying patterns.  

In contrast to the consumerôs perception of nutrition claims shown by BEUC research, some 

literature suggested that consumers were sceptical towards foods bearing health claims. A study
35

 

indicated that consumers remained sceptical about the actual efficacy of health-related claims on 

foods, and that the success of the functional food market
36

 depended on improving consumersô 

perception and trust. Similarly, other research showed that consumers' acceptance was a decisive 

factor in the successful marketing of functional foods, although very little research had been 

conducted on this topic
37

. Another study in the literature suggested that there is some contention 

on the effect of health-related claims on dietary choices. In particular, it was suggested that 

health-related claims may increase consumption as it was observed that participants ate more of a 

snack food when it was described as ólow fatô
38

. However, other studies have found that health-

related claims reduce consumption as they reduce consumersô taste expectations
39 40

. 

                                                 
35

  L. Frewer, J. Scholderer, N. Lambert, (2003). Consumer acceptance of functional foods: issues for the future. 

British Food Journal 105(10), p.714-731. To be found at: 

https://doi.org/10.1108/00070700310506263 (last accessed 21 June 2018). 
36

  I.e. Foods claiming beneficial properties to health. 
37

  T. Bech-Larsen, J. Scholderer, (2006). Functional Foods in Europe: consumer reach, market experiences and 

regulatory aspects. Elsevier 18(4), p. 231-234. To be found at: 

https://doi.org/10.1016/j.tifs.2006.12.006 (last accessed 21 June 2018). 
38

  Wansink B, Chandon P. Can "low-fat" nutrition labels lead to obesity? J Mark Res. 2006;43:605,ïp. 17. 
39

  Berning J, Chouinard H, McCluskey J. Do positive nutrition shelf labels affect consumer behavior? Findings 

from a field experiment with scanner data. Am J Agric Econ. 2010;93:364ïp. 9. 

https://doi.org/10.1108/00070700310506263
https://doi.org/10.1016/j.tifs.2006.12.006
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Prevalence of claims 

The Mintel Global New Products Database (GNPD), as described in section 4 on the 

methodology, allowed to obtain data on new food products accessing the market on a yearly 

basis. While these figures cannot provide an accurate picture on the situation of the market in 

terms of the prevalence of nutrition and health claims, they do provide an indication of the 

general trend of new food products bearing claims accessing the EU market prior to the Claims 

Regulation. 

Figure 6
41

, representing the number of new food products (not including food supplements) 

bearing claims accessing the market, shows an increasing trend over the years 2000 to 2004, 

while the overall percentage of foods bearing claims was stable, at approximately 20%, between 

2004 and 2007.  

 

Source: Commission analysis based on MINTEL GNPD 

 

Note: the MINTEL GNPD covers only 20 out of the 28 EU Member States and does not include data for 

Bulgaria, Cyprus, Estonia, Latvia, Lithuania, Luxembourg, Malta and Slovenia. 

                                                                                                                                                              
40

  Raghunathan R, Naylor R, Hoyer W. The unhealthy = tasty intuition and its effects on taste inferences, 

enjoyment, and choice of food products. J Mark. 2006;70:170ïp. 84. 
41

  MINTEL GNPD searches for products where Country matches one or more of UK, Austria, Belgium, Czechia , 

Denmark, Slovakia, Finland, France, Germany, Greece, Hungary, Ireland, Romania, Italy, Netherlands, Croatia, 

Poland, Portugal, Spain, Sweden and Super-Category matches one or more of Food, Drink and Claims matches 

one or more of [Diet/Light, Added Calcium, Low/Reduced Sugar, No Added Sugar, Vitamin/Mineral Fortified, 

Low/No/Reduced Cholesterol, Low/No/Reduced Fat, Low/No/Reduced Carb, Sugar Free, High/Added Protein, 

Low/No/Reduced Calorie, Functional, Low/No/Reduced Saturated Fat, High/Added Fiber, Low/No/Reduced 

Sodium, Low/No/Reduced Transfat, Low/No/Reduced Glycemic] as the claim and Date Published is between 

January 2000 and December 2007. 

Figure 6: Number of new products bearing claims entering the market and the percentage they represent 

on the food and drink market, from 2000 to 2007 (tabulated in Appendix 13) 
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3.1.2. Description of the current situation  

Currently, nutrient profiles are not established at EU level. The Claims Regulation stipulates that 

the Commission shall establish the nutrient profiles by 19 January 2009 for food or certain 

categories of foods by the Commission, after seeking the advice of EFSA and after having 

consulted with interested stakeholders, particularly food business operators and consumers. In 

2008, EFSA adopted a scientific opinion on the setting of nutrient profiles
42,

 and the Commission 

started to consult the Member States and the stakeholders on a draft Commission Regulation 

establishing a nutrient profilesô system. That draft legal text defined for certain categories of 

foods the thresholds of nutrients (fat, saturated fat, salt and total sugars), above which nutrition 

and health claims were to be prohibited. These thresholds are set out in detail in Appendix 2 to 

this Staff Working Document. 

Controversy on the setting of nutrient profiles 

Despite the initial progress, the work on nutrient profiles was eventually postponed given the 

high controversy of the topic. Member States initially supported the concept of nutrient profiles, 

although subsequently political considerations led to strong opposition by few Member States and 

requests for additional exemptions or more lenient conditions for certain categories of foods. 

Consumer and public health organisations advocated for a stricter system
43

, while certain sectors 

of the food industry pointed to alleged economic losses and lower competitiveness that they 

expected from the implementation of the proposed system. Multinational companies were rather 

supportive
44

, but certain sectors were strongly opposed, especially the chocolate, confectionary, 

and bakery products sectors
45

. 

On the basis of position papers received at the time of the nutrient profile discussions, the main 

arguments provided for the opposition were the following: 

¶ the nutrient profiles would lead to a segregation of the market: traditional products, for which 

reformulation would be challenging, if not impossible, due to their legal composition 

specifications, would not be able to make claims and therefore would be perceived as non-

healthy foods. On the contrary, processed foods which could be more easily reformulated and 

make claims, would be perceived as healthy foods; 

¶ the proposed criteria would totally exclude the category of chocolate and cocoa-based 

confectionery products (100%) from the possibility to make claims
46

;  

¶ nearly all fine bakery products would be excluded from access to nutritional and health 

claims
47

; 

¶ the proposed value of sodium for bread was considered too low, due to technological and 

taste constraints
48

. 

Since nutrient profiles have not been set, currently all foods can bear nutrition and/or health 

claims that are complying with the other legal requirements of the Claims Regulation, 

                                                 
42

  The EFSA Journal (2008) 644, p. 1-44. To be found at: 

https://efsa.onlinelibrary.wiley.com/doi/epdf/10.2903/j.efsa.2008.644 (last accessed 25 June 2018). 
43

  Position Paper of BEUC on the setting of nutrient profiles (4 November 2008). 
44

  Letter of Unilever addressed to Mr Barroso, President of the European Commission (dated 26 February 2009). 
45

  E.g. Chocolate products containing high levels of sugars and saturated fat are enriched in calcium and bear a 

nutrition claim on calcium. 
46

  Position Paper of Caobisco on cocoa and chocolate products and cocoa-based confectionery (6 November 2008). 
47

  Position Paper of Caobisco on Cereal Products (3 November 2008). 
48

  Position Paper of the Association Internationale de la Boulangerie Industrielle (31 October 2008). 

https://efsa.onlinelibrary.wiley.com/doi/epdf/10.2903/j.efsa.2008.644
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independently of their content of fat, saturated fat, sugars or salt. In this context, the level of 

consumerôs understanding, empowerment and willingness to engage into healthy dietary habits is 

of paramount importance in setting out priorities for future action. 

Feedback received by the Commission on the Roadmap of this evaluation in October 2015, 

mainly from consumer and public health organisations, highlights that, in broad terms, the 

positions expressed in the past by these stakeholders on the issue of nutrient profiles continue to 

be relevant today. For example, BEUC and public health organisations still highlight the 

importance of the nutrient profiles for protecting consumers. 

In addition, in December 2017, eight Member States asked the Commission in a letter to set the 

nutrient profiles arguing that they are necessary to ensure a high level of consumer protection, as 

well as legal certainty and equal conditions of competition for business operators in the EU. 

Entry into application of the FIC Regulation 

The entry into application of Regulation (EU) No 1169/2011 on the provision of food information 

to consumers (óFIC Regulationô)
49

 maintained the existing rules requiring that nutrition and/or 

health claims can only be made where the nutritional content of the food is labelled, particularly 

in relation to the nutrient for which the claim is made.  

Moreover, as of December 2016, the FIC Regulation requires that the nutrition declaration is 

mandatory for all foods, thus providing consumers with all factual information on the nutritional 

value of the food in question, irrespectively of whether a food bears a claim or not. This nutrition 

declaration is generally presented in a table format, at the back of pack and it relates to the energy 

value and the content of fat, saturated fat, carbohydrate, sugars, protein and salt.  

Development of national nutritional schemes/initiatives in the Member States  

Simplified nutrition labelling schemes are more and more being used on the front of the pack in 

order to help consumers to see at a glance the essential nutrition information when purchasing 

foods.  

Most FoP schemes are based on nutrient profile criteria that may be simple nutrient thresholds, 

for example to define when a scheme will attribute a green, amber or red colour (e.g. UK traffic 

light scheme), or more complex algorithms that result in a summary score (e.g. Keyhole, Nutri-

Score). The nutrient profile criteria can be applicable to all food groups across the board, or be 

specific to different product groups. As such, nutrient profile criteria do not appear on labels.  

During the stakeholder consultation carried out for this evaluation, Member States competent 

authorities reported that FoP schemes or other initiatives based on a nutrient profiling model have 

been adopted in 15 out of the 26 Member States that responded, with a total of 22 (implemented 

and/or planned) national schemes or initiatives relevant to this evaluation. The remaining 11 

Member States indicated that they did not have/plan any regulatory FoP schemes/initiatives at 

national level. 

These national schemes, as detailed in Appendix 3 to this Staff Working Document, have been 

developed for a variety of purposes/objectives and, on that basis, they are ultimately classified in 

two broad categories according to type of scheme/initiative, as follows: 

                                                 
49

  Regulation (EU) No 1169/2011 of the European Parliament and of the Council of 25 October 2011 on the 

provision of food information to consumers, amending Regulations (EC) No 1924/2006 and (EC) No 1925/2006 

of the European Parliament and of the Council, and repealing Commission Directive 87/250/EEC, Council 

Directive 90/496/EEC, Commission Directive 1999/10/EC, Directive 2000/13/EC of the European Parliament 

and of the Council, Commission Directives 2002/67/EC and 2008/5/EC and Commission Regulation (EC) No 

608/2004 (OJ L 304 22.11.2011, p. 18). 
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a) Front-of-pack (FoP) nutrition labelling schemes, including pictorial/symbolic nutrition 

claims: the Nordic Keyhole in place in Denmark, Sweden and Lithuania, the Traffic Light in 

the UK, the Nutriscore in France and Belgium; 

b) Other initiatives to improve dietary choices, based on a nutrient profiling model: 

a. Restrictions to advertising to children in Ireland, the UK, and Czechia; 

b. Reformulation or food improvement initiatives (e.g. reformulation of all foods based 

on thresholds for each nutrient by product category, reformulation for salt content in 

bread) in the Netherlands, Greece and Portugal; 

c. Application of food taxes in Hungary, Portugal and France. 

With few exceptions, all the above-mentioned schemes/initiatives apply on a voluntary basis. It 

should be noted that none of the existing schemes has been developed because of the non-setting 

of EU nutrient profiles, according to the consulted national competent authorities. All FoP 

labelling schemes/initiatives are aimed at providing better information to consumers, thus helping 

them to improve their diet. 

Development of private (industry-led) nutritional schemes/initiatives 

A number of private schemes/initiatives, as detailed in Appendix 4 to this Staff Working 

Document, were identified by stakeholders
50

, which were classified into different categories: 

1. Front-of-pack (FoP) nutrition labelling schemes, including pictorial/symbolic nutrition 

claims: Reference Intakes label (these were the most frequently reported by stakeholders), 

SENS in Poland; Heart Symbol in Finland, Healthy Choices in Czechia and Poland. 

2. Advertising to children initiatives: EU Pledge in France, UK OFCOM, advertising code in the 

Netherlands, Slovenia and Poland, Pledge in Belgium; 

3. Reformulation initiatives: salt in bread initiative in Germany; and, food innovation in 

Slovenia. 

Market aspects - Supply trends 

Compared to the baseline period, since the adoption of the Claims Regulation, the following 

trends in the food sector have been observed: 

- The EU food and drink industry continues to be the largest manufacturing sector in the EU, 

with a turnover that has increased by 1.9% in real terms between 2007 and 2017. The share of 

the sectorôs value added and employment in manufacturing have remained relatively stable. 

Although the number of companies in the sector dropped by 1.7%, the number of SMEs has 

remained relatively stable
51

. 

- Innovation efforts in this sector are reported to be scattered, with EU business operators not 

being able to dominate in any field
52

. Amongst the possible reasons identified for the lack of 
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  In a total of 63 records, survey results Q2 stakeholders ï see external contractor's report, Annexes, Annex 4.A, p. 

18. 
51

  FoodDrinkEurope, Data & trends of the European Food and Drink Industry (2017). To be found at: 

https://www.fooddrinkeurope.eu/uploads/publications_documents/DataandTrends_Report_2017.pdf 

(last accessed 14 September 2018). 
52

  European Commission (2014). Innovation Union Competitiveness Report. Commission Staff Working 

Document, Directorate-General for Research and Innovation, January 2014. 

https://www.fooddrinkeurope.eu/uploads/publications_documents/DataandTrends_Report_2017.pdf
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innovation are that EU consumers do not trust new technologies and that R&D investment by 

EU companies remains relatively low
53

.  

Consumer trends 

While consumer awareness of the links between food and health has increased due to the large 

amount of information available, consumer trust in the food and drink industry globally has not 

improved
54

.  

A 2012 study observed that many different factors influence consumer acceptance of health-

related claims and symbols: familiarity with the product, the health claim or the functional 

ingredient used, as well as personal relevance (e.g. motivation to live healthily, a food allergy, 

other nutritional requirements) appeared as the most important determinants
55

.  

The CLYMBOL study investigated how claims and symbols are perceived and understood by 

consumers and how they affect food choice and consumption. Research showed that familiarity 

with the nutrient/substance mentioned in the claim/symbol and the personal relevance are the 

primary influence factors of consumersô acceptance of nutrition and health claims. These factors 

varied strongly depending on the individual, making it very likely that different consumers 

perceive the same claim differently
56

. These findings were further confirmed in other studies
57

 

conducted in the context of the CLYMBOL project, where it was observed that familiar or 

personally relevant substances could result in an ñupgradeò of a statement, showing that 

consumersô assessments of the healthfulness of foods bearing claims does not only rely on what 

is actually stated in a claim. In addition, the need for information was found to be the main driver 

for consumersô motivation and was also higher in individuals with a strong health motivation. 

Subjective knowledge regarding the healthfulness of food was observed as the main factor 

driving consumersô self-reported ability to process health claims and symbols.  

The above observations were also noted in a choice experiment that examined health claims on a 

fruit juice product. That experiment showed that the odds of choosing the product with a health 

claim varied by how health conscious the consumer was and whether they already consumed the 

product.
 58

 

A systematic review of the impact of health-related claims on dietary choices showed that health-

related claims have a substantial effect on dietary choices, but this effect varied according to the 

type of product. However, this finding was based on research mostly conducted in artificial 

settings (e.g. in the context of surveys), while findings from real-life experiments (e.g. in 

supermarkets) showed smaller effects on the dietary choices of consumers.
 59
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  See external contractorôs report, Part Two, p. 11. 
54

  Edelman Trust Barometer (2018) Global Report. To be found at: 

http://cms.edelman.com/sites/default/files/2018-02/2018_Edelman_Trust_Barometer_Global_Report_FEB.pdf 

(last accessed 19 September 2018). 
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  Wills JM, Storcksdieck genannt Bonsmann S, Kolka M, et al. (2012). European consumers and health claims ï 

attitudes, understanding, and purchasing behaviour. Proceedings of the Nutrition Society 71(2):229-236. 
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  Klepacz NA, Nash RA, Egan BM, Hodgkins CE & Raats MM (2015). When is an image a health claim? A 

false-recollection method to detect implicit inferences about productsô health benefits, accepted in Health 

Psychology. 
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  Hieke S, Cascanette T, Pravst I, Kaur A, van Trijp H, Verbeke W, Grunert KG. The role of health-related claims 

and symbols in consumer behaviour: the CLYMBOL project. Agro FOOD Hi Tech 2016, p. 27. 
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  Mohebalian P, Cernusca M, Aguilar F. Discovering niche markets for elderberry juice in the United States. 

HortTechnology. 2012;22:556 ï p. 66. 
59

  Asha Kaur, Peter Scarborough, Mike Rayner (2017). A systematic review, and meta-analyses, of the impact of 

health-related claims on dietary choices. International Journal of Behavioral Nutrition and Physical Activity 

(2017) 14:93. 
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Overall, it appears from the above that although nutrition and health claims do play a role, they 

are not the sole determining factor, in driving consumersô dietary choices. 

Prevalence of claims 

The EU-funded CLYMBOL project has been conducted with respect to the prevalence of claims 

in the EU following the adoption of the Claims Regulation. The project analysed in 2013 a 

randomised sample of about 2,034 products in Germany, Netherlands, Slovenia, Spain and 

United Kingdom. As the research dates back to 2013, the results do not present an overview of 

the current prevalence of claims but are the best and latest available evidence, representing a 

useful point of comparison. 

More than one quarter of all foods and drinks (26%) sampled in the study bore at least one claim: 

with 21% of the foods bearing a nutrition claim, 11% bearing a health claim and 4% bearing a 

health-related ingredient claim. A health-related ingredient claim was defined as a claim 

communicating the presence of an ingredient(s) which is not a nutrient or other substance as 

defined in the EU regulation but which implies health benefits, e.g. ñContains one of your five a 

dayò or ñSweetened only with brown sugarò. However, such claims are out of scope of the 

Claims Regulation. On a country-level, the overall percentage of foods with at least one claim 

varied from 35% in the UK to 21% in Germany. The prevalence of nutrition claims varied 

significantly across countries (Spain: 74% Netherlands: 64%, UK: 62%, Slovenia 61% and DE: 

55%); while smaller variations ïin absolute termsï were observed with health claims (Slovenia 

and Germany: 37%, Netherlands: 31%, Spain: 24% and UK: 21%)
60

. 

Detailed data per product group
61

 indicate that the prevalence of claims also tends to vary 

considerably between product groups as indicated in Table 1
62

. 

 

Table 1: Prevalence of nutrition and health claims (including symbolic ones) by food category 

Food Sector Nutrition claims  Health claims 

Beverages 31% 17% 

Cereals/cereal products 31% 16% 

Dairy  28% 13% 

Oils 26% 26% 

Sugars and related products 24% 16% 

Confectionery 15%; 8% 

Snack foods 21% 3% 

Convenience foods 9% 4% 

Source: Hieke, S. et al (2016) 

The findings of Mintel GNPD cannot be compared to those found in CLYMBOL study because 

the MINTEL GNPD includes only data on new products accessing the market while CLYMBOL 

is about a sample of products existing already on the market. Nevertheless, the prevalence of 

                                                 
60

  Hieke, S. et al (2016). Prevalence of nutrition and health-related claims on pre-packaged foods: A five-country 

study in Europe. Nutrients, 8(3). 
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  Similar trends were identified in another detailed study conducted in Slovenia (Pravst I. et al (2017) - See 

external contractor's report, Annexes, Annex 7.D, p.100). 
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  Hieke, S. et al (2016). Prevalence of nutrition and health-related claims on pre-packaged foods: A five-country 
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claims in new food and drink products from the MINTEL GNPD is presented below in Figure 7
63

 

as data from MINTEL GNPD allow for a comparison over time. 

As it can be noted, compared to the baseline, the percentage of foods bearing claims dropped 

slightly until the moment of the establishment of the list of permitted health claims in 2012. After 

that point the variation of the prevalence is small, nevertheless, the actual number of products 

bearing claims increased on a regular basis. 

 

Source: Commission analysis based on MINTEL GNPD 

Note: the MINTEL GNPD covers only 20 out of the 28 EU Member States and does not include data for 

Bulgaria, Cyprus, Estonia, Latvia, Lithuania, Luxembourg, Malta and Slovenia. New products considered 

in this analysis include all foods and drinks. 

 

                                                 
63

  MINTEL GNPD search for products where Country matches one or more of Slovakia, Austria, Belgium, 

Czechia, Denmark, Finland, France, Germany, Greece, Hungary, UK, Ireland, Romania, Italy, Netherlands, 

Poland, Portugal, Spain, Croatia, Sweden and Super-Category matches Drink or Category matches one or more 

of Bakery, Sweet Spreads, Breakfast Cereals, Dairy, Chocolate Confectionery, Sugar & Gum Confectionery, 

Side Dishes, Fruit & Vegetables, Savoury Spreads, Meals & Meal Centers, Processed Fish, Meat & Egg 

Products, Sauces & Seasonings, Desserts & Ice Cream, Snacks, Soup, Sweeteners & Sugar and Claims matches 

one or more of [Plus, Minus, Functional] but does not match Anti-Bacterial as the claim and Date Published is 

between January 2007 and December 2017. 

Figure 7: Number of new products bearing claims entering the market and the percentage that they 

represent on the food and drink market, from 2007 to 2017 (tabulated in Appendix 13) 
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 Health Claims made on plants and their preparations  3.2.

3.2.1. Baseline and points of comparison 

The survey of Member States' competent authorities indicated that before the introduction of the 

Claims Regulation, i.e. before December 2006, the majority (21) of Member States did not have 

in place any specific national legislation on health claims made on plants and their preparations 

used in foods, while legislation in place in the remaining Member States followed different 

approaches. Five Member States (Austria, Croatia, Germany, Greece and Italy) had national 

legislation in place that limited to some extent the use of health claims on food products 

containing plants and their preparations. In two of these Member States (Austria and Greece) a 

pre-marketing authorisation procedure before using health claims on a product was envisaged. In 

other cases, there was no specific national legislation, although either a strict interpretation of 

legislation on the labelling of foods did not allow the use of medicinal claims on food products, 

or the overall legislation on the use of claims on foods also covered foods containing plants and 

plants substances. In one Member State (Italy), national guidelines listed all health claims for 

plants which could be used on food products
64

. 

Traditional Use Registrations and Well-established Use Marketing Authorisations of medicinal 

products 

According to the European Medicines Agency
65

, Traditional Use Registrations (TUR) for 

THMPs increased year by year, since its implementation by the Member States of the traditional 

herbal use procedure in October 2005. There were few registrations of new herbal medicinal 

products in 2004 and 2005 and mainly concentrated on the ñwell-established useò category rather 

than on ñtraditional useò (Figure 9 and Figure 10).  

The value of the European herbal medicines market was estimated at around ú4 billion in 2005, 

with Germany (around 37% of the total), France (25%), Italy (8%) and Poland (7%) as the 

leading national markets
66

. 

3.2.2. Description of the current situation  

What progress has been made over time in the context of the legislative framework introduced by 

Regulation (EC) No 1924/2006? Is this in line with the initial expectations? 

In 2008, Member States submitted around 44,000 health claims to the Commission, which 

consolidated them into a final list: the consolidated list of 4,637 health claims (including 2,078 

claims for plants and their preparations). By 2010, this list of claims was sent to EFSA to assess 

their scientific substantiation. To streamline the evaluation process, EFSA grouped them into six 

batches. The publication of the first two batches of EFSAôs opinions, by September 2010, 

revealed that no health claims (530 claims) on plant substances received a favourable assessment. 

The main reason is linked with the general scientific principles applied by EFSA for the 

evaluation of all health claims. The Claims Regulation requires that health claims should only be 
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  See external contractor's report, Part three, page 1. 
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  European Medicines Agency (2016). Uptake of the traditional use registration scheme and implementation of the 

provisions of Directive 2004/24/EC in EU Member States. To be found at: 

http://www.ema.europa.eu/docs/en_GB/document_library/Report/2011/05/WC500106706.pdf 

(last accessed 11 July 2018). 
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  Knöss, W. (n.d.). BfArM - Prof. Dr. Werner Knöss Presentation: Herbal and Traditional Herbal Medicinal 

Products ï Experiences in Germany. To be found at: 

https://www.eiseverywhere.com/file_uploads/fef070a58abad49a6b36199c565655d6_2014_Athen_KnossPDF.p

df (last accessed 15 November 2018). 

http://www.ema.europa.eu/docs/en_GB/document_library/Report/2011/05/WC500106706.pdf
https://www.eiseverywhere.com/file_uploads/fef070a58abad49a6b36199c565655d6_2014_Athen_KnossPDF.pdf
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authorised for use in the EU after a scientific assessment of the highest possible standard
67

. In this 

context, EFSA
68

 considers human intervention studies as essential for the substantiation of 

claims, given that such studies allow the drawing of scientific conclusions at the 'highest possible 

standard'. This is also confirmed in the EFSA guidance document on the scientific and technical 

guidance for the preparation and presentation of a health claim application
69

. Hence, evidence 

collected solely based on experience gained over time with the actual consumption of the plants 

and preparations (the notion of traditional use) alone was not considered sufficient for EFSA as 

compliant with the requirements of the Claims Regulation. It should also be noted that a safety 

assessment is not foreseen under the framework of the Claims Regulation. However, EFSA may 

indicate ï where relevant ï restrictions of use based on safety considerations. Final decisions 

regarding the authorisation of health claims ï including the final wording and the 

conditions/restrictions of use ï are taken by risk managers (i.e. the European Commission and 

Member States), not by EFSA. In order to make such decisions, risk managers may consider 

other legitimate factors, such as safety aspects (e.g. to modify the conditions/restrictions of use), 

in addition to EFSAôs scientific evaluation. 

Furthermore, when the first health claims on plants received an unfavourable assessment, several 

stakeholders and some Member States raised concerns regarding the impact that this could have 

on the EU food industry, in particular to the food supplements sector. In addition, a difference in 

the treatment of plant substances (particularly, the consideration of the notion of traditional use) 

under the legislation on health claims and that on THMPs was underlined as an issue. In 

September 2010, the Commission announced
70

 the suspension of the assessment procedure as 

regards claims on plants and their preparations, to reflect on a consistent treatment of these 

claims. This resulted in the creation of an 'on-hold' list, which currently includes a total of 2,078 

health claims for plants and their preparations
71

. These cover claims already assessed (530 

claims) and claims not yet assessed by EFSA (1548 claims).  

In the absence of a definition of plants and their preparations in EU food legislation, the 

Commission had to apply a case-by-case approach to decide which claims in the consolidated list 

corresponded to claims on plants and their preparations
72

. As a first step, the Commission took 

into account Member States' classification when they submitted claims to the Commission, but 

also the definition of herbal substances and herbal preparations in the THMP legislation. From 

these claims, the Commission excluded those claims for which the subject of the claim would 

normally be expected to be consumed in significant quantities in a balanced and varied diet. An 

exception was made for those substances that are subject to evaluation by the European 

Medicines Agency's Committee on Herbal Medicinal Products. 

Currently, health claims on plants and their preparations in foods that are in the óon-hold listô can 

be used across the EU, under the responsibility of food business operators, provided that they 
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  Recital 23 and recital 17 and Article 6(1) of the Claims Regulation. 
68

  More precisely, EFSA's Panel on Dietetic Products, Nutrition and Allergies (EFSA NDA Panel). 
69

  https://efsa.onlinelibrary.wiley.com/doi/epdf/10.2903/j.efsa.2017.4680  
70

  European Commission, Press Release (IP/10/1176), Food: Commission reviews the progressive adoption of the 

list of permitted health claims. To be found at: 

http://europa.eu/rapid/press-release_IP-10-1176_en.htm?locale=en (last accessed 13 June 2018). 
71

  On-hold claims are not included in the EU Register of claims but are listed in a separate document, where they 

are identified only through their ID number: 

http://ec.europa.eu/nuhclaims/resources/docs/claims_pending.pdf (last accessed 6 June 2018). 
72

  The list of claims submitted by the Member States on the basis of Article 13(2) of Regulation (EC) No 

1924/2006, corresponded to claims on plants and their preparations. 

https://efsa.onlinelibrary.wiley.com/doi/epdf/10.2903/j.efsa.2017.4680
http://europa.eu/rapid/press-release_IP-10-1176_en.htm?locale=en
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comply with the general principles and conditions of the Claims Regulation and with existing 

national provisions applicable to them until a final decision on these claims is taken
73

. 

Health claims on plant substances may also be submitted for an authorisation irrespectively to the 

on-hold list, but in such situations, should the scientific assessment be unfavourable, these claims 

are refused authorisation and their use is consequently prohibited on the EU market.  

Use of health claims on food supplements containing plants and their preparations 

The extent to which companies producing foods containing plant substances have been affected 

by the Claims Regulation is described below and differentiated according to the type of product, 

given the needs and specificities of each sector.
 74

 

It should be noted that food supplements are marketed with claims in most cases. Consumption of 

food supplements is linked to a specific function and it could be reasonably expected that in most 

cases consumers would not buy a food supplement without a claim on it. ñCommunication on the 

properties of plants is a key element. [é] For non-medicinal use, communication focuses on 

nutritional and/or health benefits. For botanical food supplements it is therefore essential that 

such communication is possible under the form of a claimò.
75

 

The situation on the use of claims on teas and herbal infusions (THI)
76

 is less homogenous than 

the situation outlined above for food supplements. According to an estimate by the THI business 

association, approximately 80% of THI products bore claims before the implementation of the 

Claims Regulation, while at the time of this evaluation THI products bearing claims can barely be 

found on the market. The main reason, according to the THI sector, is that the conditions set by 

the Claims Regulation for the use of claims refer to nutrients or other substances, while THI are 

composed of entire plants that contain different substances and scientific studies focus on the 

effects of single substances, not of whole plants.
 77

 

Traditional Use Registrations and Well-established Use Marketing Authorisations 

The situation for medicines registered under the Traditional Use Registrations (TUR) ï as 

mapped by the European Medicines Agency
78

 ï indicates a total of 1,719 Traditional Use 

Registrations for THMPs granted between 2004 and 2016, with a peak in 2011 (374 TUR) 

(Figure 9). It is noted that the registrations are products specific, even though the substance with 

the long standing traditional medical use may be the same. 

The situation with respect to well-established use marketing authorisations for medicinal products 

indicates a total of 859 well-established use marketing authorisations for HMPs (Figure 10). 

Well-established use marketing authorisations granted between 2004 and 2016, appear to be more 

constant over the years. 
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  Under transitional measures foreseen in Article 28(5) of the Claims Regulation. 
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  See external contractor's report, Part Three, pages 8. 
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  R. Anton, M. Serafini and L. Delmulle (2013), The Substantiation of Claims for Botanical Food Supplements in 

Relation to Traditional Use, European Food and Feed Law Review, 2013/5, 21 October 2013, pp. 321-328. 
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  European Medicines Agency (2016). Uptake of the traditional use registration scheme and implementation of the 

provisions of Directive 2004/24/EC in EU Member States. To be found at:  
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 Regulatory framework on plants and their preparations 3.3.

3.3.1. Baseline and points of comparison  

As described above in Section 2.2, the use of plants and their preparations in foods is not 

harmonised by means of specific legislation at EU level. Thus, the point in time after the adoption 

of the Commission report on the use of substances other than vitamins and minerals in food 

supplements
79

, in 2008, is to be considered as the baseline for the regulatory framework on plants 

and their preparations. At that time, two important pieces of legislation, which could potentially 

affect the use plants and their preparations in foods, had just started to apply at the time: 1) 

Regulation (EC) No 1924/2006 on nutrition and health claims made on food; and 2) Regulation 

(EC) No 1925/2006 on the addition of vitamins, minerals, and of certain other substances to food. 

Market aspects ï Supply trends 

The overall value of the EU market of food supplements in 2005 was estimated by Euromonitor 

to be at around ú5 billion (Retail Selling Prices): around ú2.5 billion (50% of total) consisted of 

vitamins and mineral products; ú2.2 billion (43%) of supplements containing substances other 

than vitamins and minerals (including substances obtained from plants, but not limited to them); 

and the remaining ú0.3 billion (7%) is composed of tonics and bottled nutritive drinks (Figure 

8)
80

. The Euromonitor data for tonics does not distinguish between tonics containing vitamins and 

minerals, and tonics containing other substances.
81

 

 

Figure 8: Relative market share of the food supplement segments in the EU 

 

 

Source: Euromonitor, 2005 
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  Report of European Commission to the Council and European Parliament on the use of substances other than 

vitamins and minerals in food supplements, COM(2008) 824 final, 2008. To be found at:  

 https://ec.europa.eu/food/sites/food/files/safety/docs/labelling_nutrition-supplements-comm_2008_0824_en.pdf 

(last accessed 10 May 2019). 
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  Tonics and bottled nutritive drinks: includes liquid versions of dietary supplements, typically a combination of 

ingredients (such as vitamins, minerals and botanicals). Tonics and bottled nutritive drinks classified as OTC 

products, or marketed as functional foods are not included in Euromonitorôs data (Euromonitor, 2005). 
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  The use of substances with nutritional or physiological effect other than vitamins and minerals in food 

supplements study undertaken for DG SANCO, European Commission. Service contract 

Nr SANCO/2006/E4/018, European Advisory Services (EAS), 28 March 2007. To be found at: 

https://ec.europa.eu/food/sites/food/files/safety/docs/labelling_nutrition-supplements-

2007_a540169_study_other_substances_en.pdf (last accessed 13 June 2018).  
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According to Food Supplements Europe
82

, based on data of 2012, the number of new products 

containing plant substances launched on the market in Member States where a notification is 

required illustrated a highly dynamic segment, with over 3,000 products launched in Belgium and 

over 4,500 in Italy on a yearly basis; while 25,000 products were launched in France over the 

period between 2006 and 2012. It is important to note that those figures include a wide range of 

ñnew productsò which contain no new plant substances. Innovation in many of those ñnew 

productsò concerns packaging, dosage of ingredients, combinations of ingredients, addition of 

substances other than plants and their preparations (especially vitamins and minerals), etc. 

3.3.2. Description of the current situation  

The currently applicable regulatory framework as regards plants and their preparations used in 

food is the one described under section 2.2 as it has been implemented at EU and national level 

over time. The current situation in relation to Claims Regulation has been detailed in section 

3.2.2.  

As mentioned above, it is still possible to submit applications for the authorisation of health 

claims on plants and their preparations, independently to the on-hold list. In that context, one 

health claim on a plant substance, hydroxyanthracene derivatives, received a favourable efficacy 

assessment for the health claim. Even though EFSA is not asked to perform a safety assessment 

when assessing health claims, in its scientific opinion
83

, EFSA drew the attention to safety 

concerns and advised on additional conditions/ restrictions/ warnings for the use of the health 

claim. In the following discussions with the Member States on the final decision on the 

authorisation of the health claim, a full risk assessment on the use of the substance in foods was 

asked for (in accordance with Article 8 of the Regulation on food fortification). 

To date, this procedure has been launched for two substances
84

 as a result of discussions in the 

context of Claims Regulation and for three substances
85

, independently to Claims Regulation. For 

all substances, it should be noted that EFSA, in its scientific opinion, highlighted several potential 

problems in relation to risks to human health; while due to the scarcity of data originating from 

use of the substances in the food sector, the scientific opinions highlighted many uncertainties. In 

2015 and 2019, the Commission prohibited the use in foods in the EU of Ephedra species and 

Yohimbe, respectively. A final decision has not yet been taken for the other substances.  

National legislation 

Most Member States (19) have adopted national legislation on the use of plants and their 

preparations in foods (see Appendix 5 to this Staff Working Document). The following type of 

provisions are the most commonly observed in such legislation: 

- Notification procedure: Implementation of a notification procedure for the marketing of 

food products containing plants (15 Member States). The notification procedure can be 

differently implemented, but it is generally applied to the broader category of food 
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  Food Supplements Europe, Mr Peter Loosen, Presentation at the Botanical Foundation ñTowards a common 

approach to regulating botanical, Milan ï 16 June 2016. 
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  EFSA NDA Panel (EFSA Panel on Dietetic Products, Nutrition and Allergies), 2013. Scientific Opinion on the 

substantiation of a health claim related to hydroxyanthracene derivatives and improvement of bowel function 

pursuant to Article 13(5) of Regulation (EC) No 1924/2006. EFSA Journal 2013;11(10):3412, 12 pp. to be 

found at: https://efsa.onlinelibrary.wiley.com/doi/epdf/10.2903/j.efsa.2013.3412 (last accessed 1 February 

2019). 
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  1) Monacolins derived from red yeast rice (i.e. rice fermented with the red yeast Monascus purpureus) and 

2) Hydroxyanthracene derivatives. 
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tea catechins, and particularly (-)-epigallocatechin-3-gallate (EGCG) 
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supplements and hence also, yet non-exclusively, to food supplements containing plant 

substances. 

- Positive lists of plant substances: 9 Member States have developed positive lists of plant 

substances. Both tradition of use and scientific evidence are largely used as elements for 

compiling positive lists of substances. Positive lists can be linked with the use of plants in 

food supplements (this is the case in Belgium, France, and Italy), or serve as a support tool for 

the classification of products as foods or as medicines (in Germany and Slovenia), or are 

specifically used for other products (in Slovakia the list only includes plants that can be used 

to produce teas). 

- Negative lists of plant substances: 16 Member States have developed negative lists of plant 

substances; negative lists are based mainly on scientific evidence but in certain cases the 

notion of traditional use is also considered. In certain Member States negative lists include 

plants which cannot be used in food supplements but can be used in medicines only. In other 

cases (e.g. in the Netherlands), the negative lists include plants that cannot be used at all. In 

other cases (e.g. Slovenia), the list classifies on a case-by-case basis whether a plant can be 

used for foods, for medicines, for both or if its use is not allowed at all. 

As regards the classification of a product as food or as medicine, the decision is taken on a case-

by-case basis by the Member States. National medicine agencies have in most of the cases a 

prominent role in this decision, while in other cases there is collaboration between the medicine 

and food agencies in order to establish whether a product should be classified as food or 

medicine. Special mixed competence commissions can also be set up in order to decide on 

specific cases. As for the timing of the assessment, it can be performed when a food supplement 

is notified, or when a product is already on the market. 

It is important to note that where a product is classified as a ñfoodò in a Member State, this does 

not preclude another Member State from classifying the same product as a ñmedicineò
86

. For 

plants used both in foods and medicines, differences in the applicable legislation could lead to a 

different management of the same substance. The issue of classification is further discussed in 

section 5.3.1. 

Market aspects ï Supply trends 

The food supplements market in the EU is valued at around ú10.3 billion (nearly twice as much 

as in the baseline situation, see section 3.3). Food supplements containing plant substances 

account for around 63% of total market value (ú6.5 billion; no comparable estimate is available 

for the baseline situation). Four countries account for 62% of revenues from food supplements 

containing plants and plant substances in the EU. Germany is the most important national market 

with a total value of around ú1.3 billion, followed by Italy (ú1.1 billion), France (ú1.0 billion) 

and the United Kingdom (ú0.6 billion)
87

. Another source (FSE) reports estimates of the market of 

food supplements with plants to be over ú4 billion
88

. 

According to Food Supplements Europe, based on more recent data, the number of new products 

containing plant substances launched on the market in Member States where a notification is 

required illustrates a continued increase of this market. More specifically, in France, according to 

                                                 
86  

An extensive case -law on so-called borderline products exists. Such case law generally arises when a Member 

State does not allow on its territory the marketing of a food product manufactured in another Member State 

because it contains substances that in the destination Member State are normally used in medicinal products. 
87

  Synadiet (2016). Presentation: business sector study Europe plant food supplements. May 2016. 
88

  See external contractor's report, Part Three, page 12. 
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the latest available report
89

 published by the ñDirection générale de la concurrence, de la 

consommation et de la répression des fraudesò (DGCRF) on Notifications, a total of 12830 food 

supplements were notified of which 8376 plant-based food supplements in 2017, making 

botanicals the most prominent active ingredient. In Italy, the number of notifications per year is 

over 10000, of which over 5000 plant-based food supplements. Last, in Belgium it is assumed 

that the number of notified products (6000 per year, of which 3000 plant-based food 

supplements) is now a quite conservative estimate and has in all likelihood increased. It should be 

noted that not all products that are notified, are fully new products, containing new plants or plant 

preparations. Part of these notifications may cover re-formulation of already existing products, 

but a large part will indeed be new products, illustrating the dynamics of the companies. 
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https://www.economie.gouv.fr/files/files/directions_services/dgccrf/securite/produits_alimentaires/Complement_alimentaire/

CA_decla_Bilan2017.pdf  

https://www.economie.gouv.fr/files/files/directions_services/dgccrf/securite/produits_alimentaires/Complement_alimentaire/CA_decla_Bilan2017.pdf
https://www.economie.gouv.fr/files/files/directions_services/dgccrf/securite/produits_alimentaires/Complement_alimentaire/CA_decla_Bilan2017.pdf
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4. METHODOLOGY  

This evaluation draws on one external study, performed by an external contractor between May 

2016 and June 2018
90

. The overall approach was a multi-method analysis to identify quantitative 

and qualitative evidence to answer the evaluation questions on effectiveness, efficiency, 

relevance, coherence and EU added value.  

The external contractor collected primary quantitative and qualitative information and reviewed 

secondary data through targeted desk research. Different primary and secondary data sources 

were identified in an evaluation matrix
91

 covering all the evaluation questions. To collect data 

and views from the relevant stakeholders a consultation strategy (methodology ï Appendix 7 to 

this Staff Working Document, stakeholder consultation ï Appendix 8 to this Staff Working 

Document) was developed at an early stage of the evaluation process. A summary of the 

stakeholdersô consultation, the number and composition of respondents and consultation 

outcomes are provided in the synopsis report in Appendix 9 to this Staff Working Document.  

The Commission services found the external study helpful in terms of framing the issues under 

evaluation as a result of the gathered survey data by the contractor, but had to perform significant 

additional desk research to collect quantitative data in view of strengthening the overall analysis, 

synthesis and triangulation for the purpose of preparing this staff working document. 

An interservice steering group on this evaluation was set up to steer, monitor and ensure the 

necessary quality of the external study and the overall process of the evaluation (Appendix 6 to 

this Staff Working Document)
92

. The interservice steering group was involved in all key phases 

of the evaluation (roadmap, terms of reference, stakeholder consultations, contractorôs external 

study, staff working document) and provided input and information, ensuring the quality, 

impartiality and usefulness of the final product. The interservice steering group was composed of 

ten services
93

 of the Commission. 

 Data collection and analysis 4.1.

Primary data was collected by the external contractor through different stakeholdersô consultation 

tools, which are summarised in Table 2 below. The main stakeholder groups identified, e.g. 

associations representing consumers, food and pharmaceutical industries, as well as national 

competent authorities (see Appendix 8 to this Staff Working Document for full list of 

stakeholders), were consulted through the public consultation, targeted surveys and interviews. 

The results of these consultations are presented in the Synopsis report (Appendix 9 to this Staff 

Working Document). 

Table 2: Consultation activities carried out 

Consultation 
tool 

Targeted stakeholders/ 
participants 

Time 
N. contributions/ 
participants 

First 
workshop 

Member States' competent 
authorities,  

Stakeholders from all relevant 
groups 

21/06/2016 

25 Member States 

22 Stakeholders 
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  Food Chain Evaluation Consortium, 2018, Evaluation of Regulation (EC) No 1924/2006. Link to the published 

report of the external study. To be found at: https://ec.europa.eu/food/safety/labelling_nutrition/claims/refit_en.  
91

  See external contractorôs report, Annexes, Annex 3. 
92

  Further details on the work of the interservice steering group together with the procedural information 

concerning the process to prepare the evaluation are presented in Appendix 6 to this Staff Working Document. 
93

  SG, SJ, AGRI, GROW, MARE, JUST, RTD, TRADE, JRC, SANTE. 

https://ec.europa.eu/food/safety/labelling_nutrition/claims/refit_en
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Consultation 
tool 

Targeted stakeholders/ 
participants 

Time 
N. contributions/ 
participants 

Member 
States 
survey 

Member States' competent 
authorities 

December 2016-
February 2017  

(8 weeks) 

26 Member States 

Targeted 
survey 

FBOs, pharma business 
operators, public health and public 
interest groups/ NGOs. 

December 2016-
February 2017  

(8 weeks) 

113: 

101 from business 
representatives,  

12 from non-business 
organisations 

SMEs survey 

SMEs
94

, including micro-
enterprises, consulted through the 
Europe Enterprise Network SMEs 
Panel 

April-June 2017  

(10 weeks) 

400 (nutrient profiles), of 
which 301 participants made 
claims and replied to the 
survey (84.4% SMEs

95
). 

286 (plants and their 
preparations), of which 269 
participants operating in the 
food and/or medicinal sector 
containing plants and their 
preparations (89.9% SMEs

96
) 

Online 
public 
consultation 

Individuals (potential consumers) 
2/03-1/06/2017  

(12 weeks) 
2001 individuals 

In-depth 
interviews 

Associations of FBOs, of pharma 
business operators and of 
consumers, Commission staff, 
EFSA and EMA staff, Member 
States' competent authorities, 
competent authorities from US, 
Canada and Australia. 

January-September 
2017 

58 interviews 

Second 
workshop 

Member States' competent 
authorities 

Stakeholders from all relevant 
groups 

26-27/10/2017 
23 Member States 

36 Stakeholders 

 

To complement the evidence collected through primary sources of information, the following 

secondary sources were used. 

Desk research and a literature review were performed by the external contractor to fine-tune 

the proposed methodology, to identify quantitative and qualitative data sources, as well as the 

related data gaps to be addressed. The literature review drew on a wide range of relevant 

documentation, specific reports and other material produced within and for Commission Services, 

Member States as well as the body of academic literature and stakeholder position papers. The 

literature review carried out by the external contractor was complemented with additional 

literature reviewed by the Commission services. 
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  I.e. enterprises up to 250 employees. 
95

  Nearly one third (30.2%) of respondents were micro-enterprises (1-9 employees), followed by (29.6%) medium-

size companies (50-249 employers), (24.6%) small companies (10-49 employees) and 3.3% self-employed. 

Respondents of larger enterprises represented 11.6% (Ó 250 employees) of participants and 0.7% of respondents 

did not provide an answer on company size.  
96

  More than one third of respondents were micro (1-9 employees) and small enterprises (10-49 employees) (31.6% 

and 37.9%, respectively); 20.4% were medium size (50-249 employees) and 5.9% were large enterprises (>250 

employees). 4.1% were self-employed. 
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Existing databases: the research conducted by the external contractor highlighted that publicly 

available data on the prevalence of nutrition and health claims on foods and the use of a nutrient 

profiling model to analyse the nutritional composition of a sample of foods with and without 

claims are not available, with the only exception of the CLYMBOL study. The Commission 

services made in addition use of a private database: MINTEL's Global New Products Database 

(GNPD)
97

, which captures and compiles data on new products (including food and drinks) 

accessing the market every day. This allowed the Commission services to identify and compare 

market trends of foods bearing claims within different food categories across the Member States. 

Case studies were designed to provide more in-depth analysis of certain issues, focussing on the 

advantages/disadvantages and costs/benefits of the current situation. Six thematic case studies 

covering nine Member States were carried out, covering both nutrient profiles and plants and 

their preparations used in food.  

All the data and information collected were analysed by the external contractor, except for data 

from Mintel GNPD, which were analysed by the Commission. The same approach was taken 

during the analysis phase to assess the five evaluation criteria: effectiveness, efficiency, 

relevance, coherence and EU added value. The impacts were assessed for each group of 

stakeholders (Member States, consumers, food business operators). 

 Limitations and robustness of findings 4.2.

The evaluation fully covered the scope for time period, geographical areas and target groups. The 

stakeholder mapping ensured that all key stakeholders were identified and addressed. However, 

there were selection-biases of the respondents to the online public consultation. These 

respondents would be expected to be more conscious and could attribute higher importance to 

health claims.  

The methodology design was appropriate for addressing the evaluation objectives and combined 

several approaches (surveys, in-depth interviews, case studies, desk research). The analysis was 

carried out in a systematic way following established evaluation criteria. The conclusions are 

based on the evidence provided through the analysis.  

The main limitation of this evaluation lies with the fact that it assesses two elements which have 

not been fully implemented, i.e. the nutrient profiles and the health claims on foods containing 

plants and their preparations. In particular, the exact way in which nutrient profiles might have 

been set is not certain, since the Commission did not finalise the initial work of 2009. 

Moreover, the scarce availability of quantitative data and reliance on stakeholdersô views limited 

the analysis performed. To mitigate such limitations, the existing literature was extensively 

consulted and used to verify statements from different stakeholdersô groups, where possible. The 

scarcity of reliable quantitative data suggests that additional efforts should be made at EU level to 

collect data on EU consumption of different types of foods, e.g. food supplements, foods with 

claims, and how the dietary habits of EU consumers are affected by the different types of 

information provided. 

Another limitation is that the Mintel GNPD data used for evaluating the absence of nutrient 

profiles cover only new products entering the market and therefore, do not constitute a 

representative sample, nor provide a complete picture of the entire market. Therefore, the analysis 

of these data was combined with other sources of information, such as academic literature, 

stakeholdersô views and other data available from the literature (i.e. data from the CLYMBOL 

project). Lastly, it should be noted that the nutrition declaration became mandatory for all foods 
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  To be found at: http://www.mintel.com/about-mintel (last accessed 7 June 2018). 

http://www.mintel.com/about-mintel
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only as of December 2016 and between 2007 and 2016, nutritional information was mandatory 

only for nutrients for which a claim was made in accordance with the Claims Regulation. Thus, 

not all new products bearing claims listed in the Mintel GNPD provided nutritional information 

on the content of fat, sugar and salt prior to 2007. 

Considering these limitations and corrective measures, the results of this evaluation rely mostly 

on a qualitative analysis and are substantiated by quantitative evidence to the extent possible. 

Nevertheless, the analysis and following results are presented transparently and all the sources of 

information are duly referenced. The views of all the consulted stakeholders are reflected in a 

neutral and balanced way in the Staff Working Document. Despite the limited quantitative data, 

the results are reliable, as the evidence was collected following a rigorous approach (e.g. 

definition of an evaluation matrix, mapping of stakeholders ï see Appendices 7 and 8).  
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5. ANALYSIS AND ANSWERS TO THE EVALUATION QU ESTIONS 

 Nutrient Profiles: answers to the evaluation questions 5.1.

5.1.1. Effectiveness 

Did the non-setting of nutrient profiles at EU level prevent the realisation of the objectives of the 

Regulation? If yes, to what extent and why? What are the objectives that are not met and to what 

extent? 

Which main factors (e.g. actions by Member States, actions by stakeholders) have contributed to 

or stood in the way of achieving these objectives in relation to nutrient profiles and to what 

extent? 

To what extent can nutrition and health claims be considered as accurate and reliable given the 

non-setting of nutrient profiles at EU level? 

How and to what extend does the non-setting of nutrient profiles at EU level affect the trade of 

foods? (How do they affect the different stakeholders? 

Impacts on consumers  

The assessment of whether the non-setting of nutrient profiles has achieved the consumer-related 

objective of the Claims Regulation (i.e. consumer protection) and the specific objective of the 

nutrient profiles, which is to avoid a situation where nutrition or health claims mask the overall 

nutritional status of a food product and could, therefore, mislead consumers when trying to make 

healthy choices in the context of a balanced diet, looked into two indicators. First, whether there 

are foods bearing claims having a high content in fat, saturated fat, sugars and salt/sodium (FSS) 

and second, whether, over the course of time, there has been a decrease in that number of foods.  

The FSS content differs across Member States even for similar products and it is not possible to 

make a general statement on FSS content of products across the EU. These variations seem linked 

with the following:  

¶ Different dietary patterns and FSS intake across the EU
98

;  

¶ Consumer perceptions and attitudes to the information provided on food labels and claims 

more generally, as these affect consumersô purchasing decisions
99

;  

¶ The prevalence of foods with claims in national markets, as well as extent to which foods 

have a óhighô FSS content
100

; and,  

¶ the different extent to which reformulation has occurred in Member States, depending 

inter alia on the extent to which national or private schemes/initiatives are in place in the 

various Member States and their impact. 

According to a large majority of national competent authorities
101

 and BEUC
102

, certain foods 

bearing claims have a high FSS content. These stakeholders agree that this is mainly the case for 

                                                 
98

  For example, discrepancy between FAO recommendations that fat should make up between 15% and 30-35% of 

total energy intake for adults, and variations between Member States in meeting this guideline.  
99

  As identified inter alia in research carried out in the context of the CLYMBOL, FLABEL and JANPA projects. 
100

  There is some evidence suggesting that FSS nutrient content of the same foods may vary across the EU 

(irrespectively to the use of claims). 

Bureau Européen des Unions de Consommateurs - BEUC (2016). Food Composition & The Internal Market. A 

cross-country comparison exercise by BEUC members;  

JANPA (2017a) Monitoring network for food composition: A pilot study. D5.2 ñPilot study and identification of 

participants in a monitoring networkò. Work package: WP5 Nutritional information monitoring and food 

reformulation prompting). 
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certain product categories, such as breakfast cereals, soft drinks and juices, dairy, confectionery 

and snacks and, more generally, fortified products. There is consensus amongst national 

competent authorities that, in the current situation, consumers may be misled as to the overall 

nutritional status of products bearing claims. Consumers at the lower level of socio-economic 

status are more vulnerable to be misled as they are less likely to read and understand the nutrition 

information provided on food labels. These concerns were uniformly shared across Member 

States
103

, even in those where nutrient profiling criteria currently apply under national 

schemes/initiatives
104

, and where the available evidence shows that the prevalence of claims on 

foods high in FSS is relatively low (e.g. UK and NL)
105

. 

The Member Statesô views are corroborated by evidence available from consumer studies, which 

agree that consumer understanding and interest tends to be linked to socio-economic 

parameters
106

. More generally, the literature agrees that the effects of food labels are subtle and 

multiple factors, such as socio-economic and demographic characteristics, influence consumersô 

behaviour.
107

 Research shows that there is potential for consumers to be misled in perceiving 

foods bearing claims as healthier than they are in terms of FSS content or healthier in comparison 

to foods without claims.
108

 It has been noted that, overall, motivation to process health-related 

information appears to be more important for European consumers than their cognitive ability to 

process the information provided in a claim.
109

 

National competent authorities also consider that in the current situation it is almost impossible to 

enforce the general principles of the Claims Regulation, that ñéthe use of nutrition and health 

claims shall not (a) be false, ambiguous or misleadingò. In cases where authorities are faced with 

authorised claims on foods considered as of high FSS content, and thus potentially misleading for 

consumers as to their overall nutritional status, it is difficult to refuse the use of health claims on 

foods with a high FSS content on the basis that food information shall not be misleading (Article 

7(1) of the FIC Regulation), giving way to lengthy legal disputes. 

Finally, respondents to the public consultation tended to consider unacceptable that a food 

product with a high FSS content can bear a nutrition or health claim, although for some 

respondents it was acceptable.
 110

 

Organisations representing food business operators reported a potential ódiscrepancyô between the 

claims on the package and the nutritional composition due to the nature of some products 

(e.g. dairy, natural fruit juices, sport and energy products)
111

. On the other hand, most 

                                                                                                                                                              
101

  Based on the targeted consultation of Member States. See external contractorôs report, Part Two, page 16. 
102

  See external contractorôs report, Part Two, page 17. 
103

  Both in the feedback received from national authorities and stakeholders representing consumers. 
104

  I.e. either on all foods (e.g. in the context of FoP nutrition labelling such as the UK Traffic light) or in the 

context of foods bearing nutrition claim logos (e.g. Nordic Keyhole; Dutch Choices) (see external contractor's 

report, Annexes, Annex 7.A). 
105

  Both consumer associations and national competent authorities in these Member States are sceptical about the 

nutrient status of certain foods bearing claims (i.e. other than those conferred by the specific scheme logo). 

Nonetheless, CLYMBOL data (Kaur et al, 2016) showed a relatively lower percentage of foods with claims in 

these countries (i.e. less than 30% of foods with nutrition claims; less than 20% of foods with health claims did 

not pass the FSANZ NPSC model). 
106

  See external contractor's report, Annexes, Annex 7.D. p. 106 and p. 111. 
107

  See external contractor's report, Annexes, Annex 7.D, p. 108. 
108

  See external contractor's report, Annexes, Annex 7.D, p. 105 and p. 107. ï Grunert, K. G. (2016). How to best 

measure and monitor the impact of claims and symbols? CLYMBOL final conference presentation. 
109

  See external contractor's report, Annexes, Annex 7.D, p. 108. 
110

  OPC question 11 (see external contractor's report, Annexes, Annex 6, p. 15).  
111

  See external contractorôs report, Part Two, p. 18. 
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respondents to the SMEs panel reported that their food products bearing claims do not tend to be 

high in FSS content. Less than a quarter of responding enterprises indicated that their products 

bearing claims are potentially high in fat (25.2%), sugar (24.3%), salt (19.6%) and saturated fat 

(15.6%). Around a third of respondents indicated that, since 2007, they have reduced FSS content 

in food products that bear nutrition/health claims, with most focusing on reducing sugar, followed 

by fat and salt, and least on reducing saturated fat; while around two thirds have not made any 

effort to reformulate their products.
112

 

To further explore the partly contradictory views of stakeholders, additional sources of 

information were used: the Mintel GNDP and the CLYMBOL study. The Mintel GNDP allowed 

to analyse the FSS content of new food products bearing nutrition and health claims accessing the 

EU market on a yearly basis during the period 2005-2017. The analysis was carried out for a 

selection of food categories, which was based on the use of claims on these categories and their 

potentially high FSS content, as reported by stakeholders
113

. These categories are: carbonated soft 

drinks, juice drinks, sport and energy drinks, breakfast cereals, dairy
114

 and bakery
115

 products. 

Five countries were selected (i.e. UK, Italy, Poland, Sweden and France) based on their size, 

geographical location and use of national nutritional schemes (e.g. traffic light scheme in the UK 

and the keyhole logo in Sweden). Additional information about the methodology used for the 

analysis of the Mintel GNPD can be found in Appendix 7 to this Staff Working Document. 

Table 3 and Table 4 show that, despite the adoption of the Claims Regulation in December 2006, 

and the anticipated establishment of nutrient profiles in 2009, the percentage of new products 

bearing claims that have an FSS content exceeding the thresholds proposed by the Commission in 

2009 increased from 2007 to 2009, and as of 2009 remained high. The tables also indicate that 

the percentage of foods bearing claims and exceeding the FSS threshold is noticeable for certain 

categories, i.e. breakfast cereals, juice drinks, sport and energy drinks, and bakery products. 

However, within the same food category differences exist also between countries. For example, 

the percentage of breakfast cereals with an FSS content exceeding the thresholds set by the 2009 

Commissionôs draft legal act is lower in Sweden and the UK than in France, Italy and Poland. 

The prevalence of cold or hot breakfast cereals might partly explain this difference as hot 

breakfast cereals tend to have a lower sugar content. In France and Italy, the percentages of hot 

cereals (out of the total number of new breakfast cereals) were, respectively, 4% and 1% on 

average during the period 2005-2017, while these percentages were 12% and 25% for Sweden 

and the UK, respectively. 

 

                                                 
112

  See external contractorôs report, Part Two, p. 18. 
113

  See external contractorôs report, Part Two, p. 15-18. 
114

  The following sub-categories were included: Drinking Yogurts/Liquid Cultured Milk, Fresh Cheese & Cream 

Cheese, Margarine & Other Blends, Soft Cheese & Semi-soft Cheese, Soft Cheese Desserts, Spoonable Yogurt. 
115

  The following sub-categories were included: Bread & Bread Products, Cakes, Pastries & Sweet Goods, Savoury 

Biscuits/Crackers, Sweet Biscuits/Cookies. 
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Table 3: New food products with claims exceeding the nutrient profile thresholds set out in the Commissionôs draft legal act of 2009 on setting the criteria for 

nutrient profiles, 2005 to 2017* 

 



 

38 

Table 4: New drink products with claims exceeding the nutrient profile thresholds set out in the Commissionôs draft legal act of 2009 on setting the 

criteria for nutrient profiles, 2005 to 2017* 

 

*  In red are highlighted the cases where more than 30% of new food and drink products with claims exceed the EU nutrient profilesô thresholds for saturated 

fat and/or sugars and/or sodium set out in the Commissionôs draft legal act of 2009. 

 ón.a.ô indicates that there were no new products with claims for that specific year and product category. 

 

Source: Commission calculations based on MINTEL GNPD 
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